gle unit of {frade.

(ii) Lot §ize. The number of
containers @r units in the lot.
(iii) Samhple size (n). The tothl num-
ber of samplg units drawn for ¢kamina-
tion from a Ipt. i :
(iv) Samplg unit. A containeg, the en~
tire contents f a container, a portion of

srimary

the contents &f a container, ¢r a com-
posite mixture of product from small
containers thai is sufficient for exami-

nation or test as a single ynit.
g

(2) Samplingiplans: #
Lot size (primary Size ﬁf container
containers) : r; (n)
4,800 or less.i—-mm—em- S 13
4,801 to 24,000, L 21
24,001 to 48,0 29

48,001 to 84,00
84,001 to 144,000!
144,001 o 240,000____
Over 240,000---.{5

\ 1
-~ *Net weight equaliito orjless than 1 kg.
(2.2 1b). \X i

.

Lot size (primary [ Size of
containers) : { ff containerl (n)
2,400 or less_._._ B 13

72,001 to 120,000

- . Qver 120,000 L4
1 Net welght greater tha#i 1 kg (2.2 1b) but

not more than 4.5 kgs (10 1b). :

ks i

(¢) If canned salmonifalls below the
standard of fill of gont liner prescribed
in paragraph (a) pf section, the
label shall bear the/general statement of
substandard fill specified in § 10.7(b) of
this chaptler, in the manier and form
therein specified.. | !

Any person whg will be ddversely af-
fected by the foregoing ordes may at any
time on or before.June 23, 1475, file with
the Hearing Clerk, Food and Drug Ad-
ministration, R};n. 4-65, 56p0 Fishers
Lane, Rockville,; MD 20852, written ob-
Jections theretq. Objections
wherein the pérson filing
versely affected by the order, specify with
particularity thie provisions of :
deemed objectionable, and sfate the
grounds for ty;'e objections. If aithearing
is requested, the objections shall ;
issues for the/hearing, shall be s
by grounds factually and legally s
to justify thg relief sought, and sh
clude a detailed description and alalysis
of the factpal information intenged to
be presented in support of the obj
in the event that a hearing is hel
copies of all documents shall be filedi Re~
ceived objéctions may be seen inithe

. above office during working hours,
day through Friday.

Effective datle. This order shall |

to any provisions that may be stayed §
the filing of proper objections. Notice ©

- will be given by publication in the
ERAL REGISTER. .

FEDERAL

RULES AND REGULATIONS

(Secs. 401, 701, 52 Stat. 1046, 1055-1056, as
pmended, 70 Stat. 919 and 72 Stat. 948 (21
Bend4l, 871)) ,

Associate Commiss o
Compliance.
[FR Doc.75-13546 Filed 5-22-75;8:45 am]

SUBCHAPTER D—DRUGS FOR HUMAN USE

PART 331—ANTACID DRUG PRODUCTS
FOR OVER-THE-COUNTER HUMAN USE

PART 332—ANTIFLATULENT PRODUCTS
FOR OVER-THE-COUNTER HUMAN USE

Revised Effective Dates

The Commissioner of Food and Drugs
is extending the effective date to Sep-
tember 2, 1975 for labeling of antacid
and antifiatulent products not receiving
an extension of the efiective date for
reformulation.

In the FEbpERAL REGISTER of June 4,
1974 (39 FR 19862), the Commissioner
promulgated a final order for antacid
and antiflatulent Over-the-Counter
(OTC) products generally recognized as
safe and effective and not misbranded.
Paragraph 82 of the preamble of that
order states that the Commissioner con-
cluded that it was reasonable to estab-
lish the following. conditions for the
effective date of fthe final monograph:
“The effective date of the monograph
will be July 5, 1974, with the following
exceptions. The effective date for all
labeling for products not receiving an
extension of the effective date for re-
formulation shall be June 5, 1975. Where
reformulation is necessary, and if suffi-
cient data and reasons are supplied, the
Commissioner will grant an extension of
the effective date for reformulation and
relabeling for up to 2 years after the
date of publication in the Feperarn
REGISTER.”

‘The Commissioner has received re-
quests and petitions from major manu-
facturers of OTC antacid products and
from a trade assoclation requesting that
the effective date for all labeling for
products not receiving an extension for
reformulation be extended beyond

© June 5, 1975.

One trade association has petitioned to
allow an orderly inclusion of the general
warning statement required by § 330.1(g)
(21 CFR 330.1(g) ) of the regulations and
has commented on the recent change in
that warning published in the FepERAL
ReersTerR - of March 13, 1975 40 FR
11717). It was noted that in order to
comply with the June 5, 1975 effective
date for the antacid and antiflatulent
monographs, many OTC antacid and
antiflatulent manufacturers have or-
dered, received, and in some instances,
affixed to the container the labeling for
their antacid and antiflatulent products,
but because of the changes in the gen-
eral warning published recently, these
same manufacturers do not have either
the exact language on their current
stocks of labeling, or due to the uncer-

tainty of the adoption and specific lan-

guage of the regulation prior to publica-
tion, do not have any similar language
on their labeling. Therefore, it was peti-
tioned that manufacturers and distribu-
tors who have already ordered and re-
ceived such labeling be allowed to use
labeling stock that otherwise complied.
with the monographs and to include the
general warning required by §330.1(g)
in their next labeling order. .
There was comment from manufac-"

“turers that, due to severe shortages be-

setting the paper industry and uncer- .
tainties arising from the energy crisis,
stocks and labeling had to be ordered in-
greater quantities and that an unanti-
cipated sharp downswing in the economy
has aggravated the over-supply situa-
tion of such stocks and labeling. It was
noted that destruction of this substan-
tial amount of sftock would create a
severe financial hardship for the com-
panies and would not be in the publie
interest. Therefore, it was petitioned
that the effecsive date of the final order
be stayed for a period of 4 to 6 months.
The Commissioner coneludes that
there are valid reasons to allow an ex=
tension beyond June 4, 1975 of the effec-
tive date of the OTC antacid and anti-
flatulent monographs. First the Com-

. missioner concludes that the March 13,

1975 publication in the FEDERAL REGISTER
of the final order for the genersl warn-
ing (40 FR 11717) did not provide suf-
ficient time for including the general
warning statement required by § 330.1(g)
and that labeling which otherwise com-
plies with the monograph should be used
until new labeling is ordered. )

The Commissioner is. also aware that
In some instances a downward trend: in
the economic picture may have resulted
in an overstock situation. The Commis~
sioner agrees that for the companies this
condition would create an economic
waste, the cost of which would ultimately
be passed on to the consumer which
would not be in the public interest.

However, taking into consideration all
of the reasons given for an exténsion of
time of the effective date of the OTC
antacid and antiflatulent monographs,
the Commissioner concludes that-it is
not in the best interest of the consumer
to allow an indefinite period of time to
elapse before requiring all manufactur-
ers and distributors to be in compliance -
with the monographs. Accordingly, he
has determined that a 90-day extension
for compliance shall be provided for those_.
products for which there is no extension
of the effective date for reformulation..
The revised effective date for all labeling
for these products shall be September 2,
1975. . ' .

Recognizing that there has heén only
a short period of time since the general
warning final order of March 13, 1975 .
was. published, the Commissioner addi-
tionally concludes that, if there is com-~
pliance with the labeling requirements
of the antacid and antiflatulent: mono- -
graphs in all other respects ab the end of .
the 90-day extension period, manufac- |
turers and distributors should be per- ]
mitted to use labeling stock and include i
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the general warning revision in their
next labeling order.

The Commissioner concludes that the
extension does not affect the effective
date; where an extension has been.
granted for reformulation and relabel-~

’fherefdre, pursuant to provisions of
the Federal Food, Drug, and Cosmetics
Act (secs. 201, 502, 505, 701, 52 Stat.
1040-1042 as amended, 1050-1053 as
amended, 1055-1056 as amended by 70
Stat. 919 and 72 Stat. 948 (21 U.S.C. 321,
352, 855, 371)), (5 U.S.C. 553, 554, 702,
703, 704) and under authority delegated
to the Commissioner (21 CFR 2.120), the
effective dates for 21 CFR Parts 331 and
332 are revised as follows:

Effective date. All labeling for products:
not receiving an extension of the effective
date for reformulation shall become ef-
fective on September 2, 1975, and where
reformulation is necessary and an ex-
tension is granted the labeling require-
ments shall become effective on June 4,
19786..

Since the amendment established by
this order grants relief of a restriction,
namely the June 4, 1975 effective date
previously published, notice and public
procedure and delayed effective date are
not prerequisites to this promulgation.

Effective date: This order shall be ef-
fective on May 23, 1975.

(Secs. 201, 502, 505, 701, Pub. L. 717, 52 Stat.
1040-1042 as amended, 1050-1053 as amended,
1055-1056 as amended by 70 Stat. 919 and 72
Stat. 948 (21 U.S.C. 321, 352, 355, 371); (5
U.8.C. 553, 554, 702, 703, 704))

Dated: May 19, 1975.

Sam D. FINE,
Associate Commissioner for
Compliance.

[FR Doc.75-13578 Filed 5-22-75;8:45 am]

SUBCHAPTER E—ANIMAL DRUGS, FEEDS, AND
RELATED PRODUCTS

PART 510—NEW ANIMAL DRUGS
Change in Sponsor
Correction
In PR Doc. 75-11385 appearing

ond and third lines of Drug listing/No.

000381 should be reversed.

SUBCHAPTER L--REGULATIONS U}y ER CER-
TAMN OTHER ACTS ADMINISTERFD BY THE
FOOD AND DRUG ADMINISTRA ON

PART 1240-—CONTR! L OF
COMMUNICABLE DI£ SEASES

Ban on Sale and Distrih ition of Small
- Turtley’

An order publishefl in the FepERAL
Recister of Novemper 18, 1972 (37 FR
24670) amended PArts 71 and 72 of Title
42, Code of Fedgfal Regulations, by es-
toblishing §§ 7171 through 71.176 (42
CFR TL171 tjfrough 71.176) which pro~
vide for a £eneral prohibition on the

FEDERAL

. Purthermor

RULES AND REGULATIONS

pportation of certam small pet turtles
a il viable turtle eggs, and § 72.26 (42
CFR 172.26) (now §1240.62 (21 CFR
124462) pursuant t6 transfer and re-

codiffeation of the sections of 42 CFR
Part ¥ appropriate to Food and Drug
functidg, published in the FEDERAL
REGIST of February 6, 1975 (40 FR
5620)) which required that pet turtles
shipped if\interstate commerce be tested

for and celfified free of Salmonelle and
Arizona organisms by the appropriate
public health officials in the State of
origin. The ogder was based upon epi-
demiological Mvestigations that have
shown that small pet turtles are a par-
ticularly significhnt source and reservoir
of bacteria of theVgenera Salmonella and
Arizona, both of which can cause, among
other things, acutd, gastrointestinal ill-
ness in humans. Daga and other infor-

mation on the hazards of such bacteria

and on the exient oR, turtle-associates
disease are on displayyin the office fif
the Hearing Clerk. A

There is continuing evi§ jence, howgver,

that the certification requirementg’have
had limited effectiveness ¥ preyenting
contaminated turtles from ReacHing pet
owners. Although the certi tion pro-
gram appears to have c¢ iled the
number of turtles being s gd in in-
terstate commerce, a recg At s ey of

turtles certified between E Pecem er 1972
and December 1973 copt yy the
Public Health Service @enter for Disease
Control shows that ,.a Jercent of thébur-

turtles shippe
tected Salmo

Jla in five of the lots.
he Food and Drug Admin-
aken five selective samples

sampl Four out of the five selected
watepsamples in which turtles have been
heldg#were positive for Salmonella. More~
ef, the Center for Disease Control has
rgported cases of salmonellosis in Cali~
rnia, Oregon, and Tennessee associated
ith turtles from certified lots.
As recently as August 19, 1974, a batch
of approximately 16,000 turtles was cer-
tified by the Louisiana State Department

of Health as Salmonella- and Arizona-

free. A sample. collected from this same
lot of 16,000 turtles cn inspection August
21 and 22, 1974, in Pierre Part, Louisiana,
was later found by the Dallas Laboratory
of the Food and Drug Administration to
ke positive for Arizona. Three official
samples were collected and analyzed

from interstate shipments of this lot of

turtles. All samples were subsequently
found to be positive for Arizona. On Oc-
tober 18, 1974, the Food and Drug Ad-
ministration undertook to issue Letters
of Demand for Destruction by its district
offices to all dealers handling turtles
from this lot.

Prior to this most recent action against
certified but contaminated turtles, the

Commissioner of Food and Drugs, realiz-

ing that the present certification pro-

22543

gram was not preventing contaminated
turtles from reaching thé market, issued
two proposals published in the FEpERAL
RecisTER of May 28, 1874 (39 FR 18463)
for consideration possible solutions -
to the contaminated turtle problem.: first,
a complete ban orf the sale and distribu-
tion of small tdrtles and, second, im-
provement of ghe certification scheme
with impositin of additional require-
ments on thé sale and shipment of tur-
tles. £

The preamble to those proposals
pointed gut that studies of salmonellosis
have rgsulted in estimates that 14 per-

cent of all human cases of salmonellosis
are tle-associated. It is thus possible
tha# as many as 280,000 of the estimated

2,

ited States _each yea,r are turtle-
elated.

Children are particularly susceptible to
salmonellosis, fend to have more severe
cases than adults, and are subject to in-
fection transmitted When playing with
pet turties.

Finally, it was pomted out by the
Animal Welfare Institute that small tur-
tles sold in pet shops are not miniature,
but baby turtles, mostly red-eared slid-
ers, which under proper care can attain
a shell length ranging from 6 to 11 inches
and can live more than 40 years in cap-
tivity; yet 90 percent of the pets survive
only 4 to 6 months.

Two hundred and forty-eight com-
ments were received in response to the
proposals from individual citizens, mem-
bers of Congress, Federal, State and Iocal
officials, consumer groups, educational in-
stitutions, industry and professional

_groups, and turtle fanciers and their as-

sotiations. Thirty-four comments op-
osed both proposals. Thirty-seven com-
yents endorsed the improvement of the
C g\*txﬁcatlon scheme and the imposition
of kadditional requirements on the sale
an &shipment of turtles and turtle eggs.
An gidditional comment opposing the ban
addrsysed the statistical relationship be-
tweenﬁs;\urtle ownership and its impact on
humantsalmonellosis. One hundred and
twenty-eight comments endorsed the
proposal panning sale of small' turtles.
An additi nal comment endorsing the
ban suggested that the ban include all
turtles regakdless of size or species and
that a permih. from the Commissioner be
required- by tI% purchaser before an ex-
emption will granted for bona fide
scientific, educ: \tlonal or exhibitional
purposes. Two ¢ ents did not believe
that the improvertpent of the certifica-
tion scheme and the imposition of addi-
tional requirements‘gn the sale and ship-
ment of small turtles, would be effective
in dealing with the e tmg public health
hazard. Ten comments requested that
the sale of pet turtles b& prohibited until
the  turtle industry deponstrates its
ability to produce Salponella- and
Arizona-free turtles. Two egmments re-
quested a moratorium of 1 Year on the

%

turtles .can be produced. Twery-two
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